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microcurie of americium-241 or ra-
dium-226, to demonstrate that the am-
ericium-241 or radium-226 contained in
each source will not be released or be
removed from the source under normal
conditions of use;

(5) Details of quality control proce-
dures to be followed in manufacture of
the source;

(6) Description of labeling to be af-
fixed to the source or the storage con-
tainer for the source;

(7) Any additional information, in-
cluding experimental studies and tests,
required by the Commission to facili-
tate a determination of the safety of
the source.

(c) Each source will contain no more
than 5 microcuries of americium-241 or
radium-226.

(d) The Commission determines, with
respect to any type of source con-
taining more than 0.005 microcurie of
americium-241 or radium-226, that:

(1) The method of incorporation and
binding of the americium-241 or ra-
dium-226 in the source is such that the
americium-241 or radium-226 will not
be released or be removed from the
source under normal conditions of use
and handling of the source; and

(2) The source has been subjected to
and has satisfactorily passed appro-
priate tests required by paragraph (e)
of this section.

(e) The applicant shall subject at
least five prototypes of each source
that is designed to contain more than
0.185 kilobecquerel (0.005 microcurie) of
americium-241 or radium-226 to tests as
follows:

(1) The initial quantity of radioactive
material deposited on each source is
measured by direct counting of the
source.

(2) The sources are subjected to tests
that adequately take into account the
individual, aggregate, and cumulative
effects of environmental conditions ex-
pected in service that could adversely
affect the effective containment or
binding of americium-241 or radium-
226, such as physical handling, mois-
ture, and water immersion.

(3) The sources are inspected for evi-
dence of physical damage and for loss
of americium-241 or radium-226, after
each stage of testing, using methods of
inspection adequate for determining
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compliance with the criteria in para-
graph (e)(4) of this section.

(4) Source designs are rejected for
which the following has been detected
for any unit: Removal of more than
0.185 kilobecquerel (0.0056 microcurie) of
americium-241 or radium-226 from the
source or any other evidence of phys-
ical damage.

[30 FR 8192, June 26, 1965, as amended at 43
FR 6923, Feb. 17, 1978; 72 FR 55928, Oct. 1, 2007;
73 FR 42674, July 23, 2008; 77 FR 43694, July 25,
2012]

§32.58 Same: Labeling of devices.

Each person licensed under §32.57
shall affix to each source, or storage
container for the source, a label which
shall contain sufficient information
relative to safe use and storage of the
source and shall include the following
statement or a substantially similar
statement which contains the informa-
tion called for in the following state-
ment:?!

The receipt, possession, use, and
transfer of this source, Model, Serial
No., are subject to a general license
and the regulations of the United
States Nuclear Regulatory Commission
or of a State with which the Commis-
sion has entered into an agreement for
the exercise of regulatory authority.
Do not remove this label.
CAUTION-RADIOACTIVE MATERIAL-THIS
SOURCE CONTAINS AMERICIUM-241 (or
RADIUM-226). DO NOT TOUCH RADIO-
ACTIVE PORTION OF THIS SOURCE

(Name of manufacturer or initial transferor)

[72 FR 55929, Oct. 1, 2007]

§32.59 Same: Leak testing of each
source.

Each person licensed under §32.57
shall perform a dry wipe test upon each
source containing more than 3.7
kilobecquerels (0.1 microcurie) of amer-
icium-241 or radium-226 before transfer-
ring the source to a general licensee
under §31.8 of this chapter or under

1Sources licensed under §32.57 before Janu-

ary 19, 1975, may bear labels authorized by
the regulations in effect on January 1, 1975.
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equivalent regulations of an Agree-
ment State. This test must be per-
formed by wiping the entire radio-
active surface of the source with a fil-
ter paper with the application of mod-
erate finger pressure. The radioactivity
on the filter paper must be measured
using methods capable of detecting
0.185 kilobecquerel (0.005 microcurie) of
americium-241 or radium-226. If a
source has been shown to be leaking or
losing more than 0.185 kilobecquerel
(0.0056 microcurie) of americium-241 or
radium-226 by the methods described in
this section, the source must be re-
jected and must not be transferred to a
general licensee under §31.8 of this
chapter, or equivalent regulations of
an Agreement State.

[77 FR 43694, July 25, 2012]
§32.60 [Reserved]

§32.61 Ice detection devices con-
taining strontium-90; requirements
for license to manufacture or ini-
tially transfer.

An application for a specific license
to manufacture or initially transfer ice
detection devices containing stron-
tium-90 for distribution to persons gen-
erally licensed under §31.10 of this
chapter will be approved if:

(a) The applicant satisfies the gen-
eral requirements specified in §30.33 of
this chapter;

(b) The applicant submits sufficient
information regarding each type of de-
vice pertinent to evaluation of the po-
tential radiation exposure, including:

(1) Chemical and physical form and
maximum quantity of strontium-90 in
the device;

(2) Details of construction and design
of the source of radiation and its
shielding;

(3) Radiation profile of a prototype
device;

(4) Procedures for and results of pro-
totype testing of devices to dem-
onstrate that the strontium-90 con-
tained in each device will not be re-
leased or be removed from the device
under the most severe conditions likely
to be encountered in normal handling
and use;

(5) Details of quality control proce-
dures to be followed in manufacture of
the device;
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(6) Description of labeling to be af-
fixed to the device;

(7) Instructions for handling and in-
stallation of the device;

(8) Any additional information, in-
cluding experimental studies and tests,
required by the Commission to facili-
tate a determination of the safety of
the device;

(c) Each device will contain no more
than 50 microcuries of strontium-90 in
an insoluble form;

(d) Each device will bear durable, leg-
ible labeling which includes the radi-
ation caution symbol prescribed by
§20.1901(a) of this chapter, a statement
that the device contains strontium-90
and the quantity thereof, instructions
for disposal and statements that the
device may be possessed pursuant to a
general license, that the manufacturer
or civil authorities should be notified if
the device is found, that removal of the
labeling is prohibited and that dis-
assembly and repair of the device may
be performed only by a person holding
a specific license to manufacture or
service such devices;

(e) The Commission determines that:

(1) The method of incorporation and
binding of the strontium-90 in the de-
vice is such that the strontium-90 will
not be released from the device under
the most severe conditions which are
likely to be encountered in normal use
and handling of the device;

(2) The strontium-90 is incorporated
or enclosed so as to preclude direct
physical contact by any individual
with it and is shielded so that no indi-
vidual will receive a radiation exposure
to a major portion of his body in excess
of 0.5 rem in a year under ordinary cir-
cumstances of use;

(3) The device is so designed that it
cannot be easily disassembled;

(4) Prototypes of the device have
been subjected to and have satisfac-
torily passed the tests required by
paragraph (f) of this section.

(5) Quality control procedures have
been established to satisfy the require-
ments of §32.62.

(f) The applicant shall subject at
least five prototypes of the device to
tests as follows:

(1) The devices are subjected to tests
that adequately take into account the
individual, aggregate, and cumulative
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